JEKJIAPAITASA O COOTBETCTBHHA

JEKJTAPAHT, IIPHHUMAIOIIAN JEKJIAPAIIHIO O COOTBETCTBAA

000 "POM®PAPMA"
Ceedenun o pezucmpayuu opeanusayuu: Mexcpationnas uncnexyus Pedepansholl Hano2060i cryachor Ne 46 no

2. Mockse 01.01.2008, OI'PH 1037700128806, dama npucsoerus OT'PH 04.02.2003.
Adpec: 121596, 2. Mocksa,ya. I'opbyHosa, 0. 2, cmp. 204, Teneqbon 8(495)269-00-39

B nuye: I'enepanvuviti oupexmop Lluxos T.JT.
Hosepennoe mujo: Xopura O.B., oosepenrocme Nel om 09.01.2019 2.

3ASIBJBIET, YTO

nexapemesenHoe cpedemeo: Cresun kaniu anaswole 3 me/ma+1 me/mn 15 mn, gnarxor-xanensuuysl (1), nauxu
xapmorneie, PY Ne JITI-000947 om 18.10.2011 (dama samenvt PY 13.12.2016), cepus 1910631, napmus 24583
ynaxosox, 200er 0o 01.07.2022, npoussodcmeéa K. O.Pampapm Kamnanu C.PJIL, Pymoinus, yi. Epounop 14,
Omoneny, 075100 kod OKIIA2 21.20.10.261, ko0 TH B3/ 3004900002, xowmpaxm Ne 013-2012 om
20.01.2012, unsotic Ne 0000006868 om 24.07.2019

COOTBETCTBYET TPEBQOBAHUSIM

JIT 000947-181011 uam. Ne ]

JEKJIAPAIIMA IIPHHATA HA OCHOBAHHH

npomokon ucheimaruti Ne H19-02987 om 06.08.2019 OO0 "HLUIC "Buomexnonozus", ammecmam
axxkpedumayuu RA.RU.21@MO4, Cepmugpuram POCC RO.®MI5.C83391 om 06.08.2019

HATA ITPUHATHA JEKJIAPAITHH 09.08.2019
JEKJIAPAL JIEI/ICTBHTEJILHA [0 01.07.2022
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W ;7/ CBEJIEHHA O PETHCTPAIIIHA

OPrA:Qﬁo cﬁﬁnmmmm 3APETHCTPHPOBABIIIHM JEK/IAPAITAIO

POCC RU.000{.11PMI15 OPIAH IIO CEPTHO®HKALIHH ITPOLYKI[HH OFLECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTAIO "OKPY)KHOH LIEHTP KOHTPOJI KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockesa, yn. Macmepkosa, 0. 4, am. 5, nom. I, kom. 1., adpec opeana no
cepmupurayuu: 143581, Mockoeckan obnacme, Hempunckuid paiion, oep. Jewkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb-caiim: oyrk.peh.

JEKJIAPAITHST O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU J-RO.OM15.4.20712/19
JATA PEFHCTPAIIP[H 09.08.2019
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Tel: +4 (021) 350 46 40; 300 77 80,300 77 81
Fax: +4 (021) 3504641 E-mall: office@rompharm.ro

§.C. Rompharm Company S.R.L. - Romania, llfov, 75100 Otepeni, Str, Eroilor, Nr. 1A.
T CUIRO 14399846, RC: J23/1321/2004

CepTH(pHKAT KauecTBa JUIS rOTOBOIO Hpenapata Ne 1910631 Kon onanka CC-F-139
[Tpenapar CJIE3UH, kanau arazneie 3 ma/an + 1 ma/mn
BuyTrpenuHii koa 0440ft-ru
[IpousBoacTBenHas cepus 1910631
JlaTta npousBoiacTBa 07.2019
lonex a0 07.2022
Ne | XapakTepHCTHRH JonycTHMEIe YCJI0BHS Pesvabratel
I | Onncanne [Ipospaunbiii, GecuscTHbli pacTBop. CooTtseTcTBYET
MoaaunocTn
[unpomennosa Bpems ynepx«uBaHust OCHOBHOTO ITHKa HA CooteeTcTBYET
XPOMATOrpaMMe HCIBITYEMOrO PACTBOPa JOTAKHO
COOTBETCTBOBATE BPCMCHH YAEPKHBAHHA OCHORHOIO
MHKA Ha XPOMATOrPAMMC CTAHIAPTHOTO PacTBOpa
THIIPOMEJIIO3BL. ]
Hexerpari - 70 Bpems yacp:KHBaHMs OCHOBHOIO [IMKa Ha Cooreercrsyer
2 XPOMaTOrpaMme HCMEITYCMOro pacTBOpa JOMKHO
COOTBETCTBOBATh BPCMEHH YAEP/KHBAHHA OCHOBHOTO
[HKa Ha XPOMATOrPaMMe CTaHIapPTHOIO pacTBOpa
i Jckctpana 70.
| Benzankouus xjopiia Bpems yaepkuBaHus IBYX MHKOB HA XPOMAaTOrpamMe CootseTcTByET
‘ HCIIBITYEMOTO PAaCTBOPA J0JIKHO COOTBETCTBOBATS
J BPEMEHH YICPKHBAHHS JBYX MHKOB OCH3aIKOHMS
[ XJIOpHIA Ha XPOMAaTOrpaMMe CTaHIaPTHOTO PacTBOpa
| OeH3aNKOHHA XJIOPHIA.
f R ——— PacTsop He 10/KEH 110 CTENEHH MYTHOCTH [1PEBbLILLAT Cootserersyer
JTANOHHEIH pacTeop 1.
4 | liBernocrn Pactsop nomien GrITE SecBeTHBIM. CooTseTcTByeT
5 | pH 01601078 7.3
6 | BaskocTh 5,5-9,5¢ll 7.4
7 | OcMOaRIBbHOCTD Ot 270 1o 340 mOcmonn/kr 310
8 | N3BaekaeMblii o0bem He meHee 15 mn 15,48
9 | CrepnabHocTb PacTBop A0mKEeH OBITH CTCPHILHBIM CrepiibHEIH
MexaHu4ecKHe BKJIOMEHHs | BHIMMbIC 9aCTHIB IPH BH3YAIEHOM KOHTPONE NOMKHBL | .
10 CoorsercTByeT
BHIHMbI€ YaCTHLbI OTCYTCTBOBATh
KonuuecTsennoe
onpeaejeHue
1 Munpomennosa Ot 2,7 no 3,3 mr/mn 3,1
Jekcrpau - 70 Or1 0,9 no 1,1 Mr/mn 1,1
Benszankouus xnopiaa Ot 0,0675 no 0,0825 mr/mn 0,0806
BopHas kHcnoTa Ot 2,7 no 3,3 mr/mn 3,0
[ ITo 15 mn npenapara B Genblil MONHMEpHDIH (MAKOH-KAMEALHHLY 3aKPBITBIT MNOTHMEPHON
VYnakoska KPBILIKOH C NpEAOXPAHUTENbHBIM KOABUOM. [lo onHOMY (uakoHy-kanejbHHLUEC BMECTC ¢
HHCTPYKLHEH MO MPHMCHEHHIO B KAPTOHHOH Nadvke,
{ Mapkuposka B coorsercreun ¢ HJI,
XpaHenue B 3aninuienHoM OT cBeTa MecTe, NpH TemmepaType He sbiiue 25°C,
Cpok roanoctn | 3 rozna. [Tocne BCkpbITHS (pIAKOHA KaIlIM CEAYET HCTIONB30BAThL B TEUEHHHU 4- Clib,
KoneuHEIi mpenapar cOOTBETCTBYET / He-e00TheFeTnYeT crielH(pHKaLHell koneuHorgfperiapara \“\l;"—:‘.,\
[lnpexTop 0Ta€]a N0 KOHTPOJII0 Ka4ecTBa Jlorogary Panyka CES
7 ;
§ ‘
< 2
2 1o wck
99646 7




